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Action Requested

Provide a dietary exposure analysis for the use of
imidacloprid in/on pecans. The petition requests and CBTS
recommends that a tolerance of 0.05.ppm be establlshed on pecans.
(See memo, F. Griffith, 6/6/95).

Discussion
,Tox1cologlca1 Endpoint:

The Reference Dose (RfD) used in the analy51s is 0.057 mg/kg
bwt/day, based on a NOEL of 100 ppm (5.70 mg/kg bwt/day) from a
two year rat feeding study that demonstrated increased thyroid
lesions in males at the next highest dose. An uncertainty factor
of 100 was applied. The HED RfD Peer review Committee also
classified imidacloprid as a Group E carc1nogen (G. Ghali memo, -
11/10/93)

An acute dietary assessment is required by the Toxicology
Endpoint Selection Document for imidacloprid (M. Ottley & K.
- Baetcke memo, 4/18/94). The endpoint for acute dietary risk
‘assessment is 24 mg/kg/day, the NOEL from the rabbit
developmental study. The LEL (72 mg/kg/day) was based upon
decreased body weight, increased resorptlons, abortlons, and
increased skeletal abnormalltles.
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Residue Informatioh

Tolerances for imidacloprid are published in 40 CFR
§180.472. For the purposes of this analysis, the new tolerance
for pome fruits was upgraded to.pending. status. . There are no-. -
anticipated residues nor percent crop.treated estimates. AaAll
uses assume 100 percent crop treated. =~ \

Even though finite residues will occur in meat, milk,
pou}try and eggs from the feeding of imidacloprid treated RACs or
their processed feed items, adequate total imidacloprid secondary
tolerances have been established (See memo, F. Griffith, 6/6/95).

Results

A summary of the residue information considered in this
analysis is attached as Table 1. A DRES chronic exposure
analysis was performed using tolerance level residues and 100
percent crop treated information to estimate the Theoretical
Maximum Residue Contribution (TMRC) for the general population
‘and 22 subgroups. Summaries of the TMRCs and their
representations as percentages of the Reference Dose (RfD) are
included as Tables 2 & 3. Summaries of the acute dietary risk
for the subgroup females(13+ years) are attached as Table 4.

chronic Exposure Analysis
Exposure from Published Uses of imidaclopria:

Subdaroup Exposure (mg/kg/day) 3%RfD
U.S. Population , 0.008187 14.4
Children (1-6 years old) 0.016934 29.7

Proposed new Tolerances on pecans:

U.S. Population E <0.000001 .000
Children (1-6 years old) " <0.000001 - .001

If the new tolerances on pecans are approved:

U.S. Population 0.008187 14.4
Children (1-6 years old) 0.016934 - 29.7

The chronic analysis for imidacloprid is a worst case
estimate of dietary exposure with all residues at tolerance level

" and 100 percent of the commodities assumed to be treated with

imidacloprid. Even without refinements, the chronic dietary risk
from exposure to imidacloprid appears to be minimal for this
petition on pecans at 0.05 ppmn.



Acute Exposure:

The endpoint for acute dietary risk assessment is the NOEL
(24 mg/kg/day) from the rabbit developmental toxicity study. The
LEL (72 mg/kg[day) was. based.upon decreased. bodyﬁweaght,‘and -
increased: r&ﬁqutionsJ aﬁortxen:and“1néfeaé§§,3%eletal z
abnormalities. ~ Because the effects of c¢oncérn are developmental
-in nature, the only subgroup of concern is females (13+ years

old).
Generally, acute dietary margins of exposure greater than
100 tend to indicate no dietary risk concern. The MOE value of

480 demonstrates no concern for females of child-bearlng age
considering the proposed tolerances.

" There appears to be no acute dletary concern for the
proposed tolerances on pecans.

Attachments
- cc: DRES; Caswell 497E; PM Team 19 ;'CBTS (F. Griffith)
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TABLE 3

TOLERANCE ASSESSMENT . SUMMARY FOR Imldacloprld DATE: 06/10/96
CASWELL #4975

ANALYSIS FOR POPULATION SUB-GROUP: U.S. POPULATION - 48 STATES

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.008187
THE EXISTING TMRC IS EQUIVALENT TO: 14.362
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)

RESULT IN A TMRC OF: <0.000001
THESE NEW TOLERANCES WILL OCCUPY: 0.000

IF THE NEW TOLERANCES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.008187

THE NEW TMRC WILL OCCUPY . : 14.362
'OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: 0.000328
THIS TMRC WILL OCCUPY 0.574

IF ALL PENDING TOLERANCES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED

THE RESULTANT TMRC WILL BE: 0.008514
THE TOTAL TMRC WILL OCCUPY . 14.936

ANALYSIS FOR POPULATION SUB-GROUP: CHILDREN -6 YEARS oLD)

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: ‘ 0.016934
THE EXISTING TMRC 1S EQUIVALENT TO: 29.708
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY) B
RESULT IN A TMRC OF: ' : <0.000001
THESE NEW TOLEFANCES WILL OCCUPY: . . 0.001

IF THE NEW TOLERANCES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.016934

THE NEW TMRC WILL OCCUPY 29.709
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: 0.000653
THIS TMRC WILL OCCUPY 1.145

IF ALL PENDING TOLERANCES (INCLUDING THE
CURRENT :NEW PETITION) ARE GRANTED :
THE RESULTANT TMRC WILL BE: 0.017587

.THE TOTAL TMRC WILL OCCUPY 30.854
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